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(iii) A church plan, which is a plan 
providing medical care that is estab-
lished and maintained for its employ-
ees or their beneficiaries by a church 
or by a convention or association of 
churches that is exempt from tax under 
section 501 of the Internal Revenue 
Code of 1986 (26 U.S.C. 501). 

(iv) Any of the following plans: 
(A) An account-based medical plan 

such as a Health Reimbursement Ar-
rangement (HRA) as defined in Internal 
Revenue Service Notice 2002–45, 2002–28 
I.R.B. 93. 

(B) A health Flexible Spending Ar-
rangement (FSA) as defined in Internal 
Revenue Code (Code) section 106(c)(2). 

(C) A health savings account (HSA) 
as defined in Code section 223. 

(D) An Archer MSA as defined in 
Code section 220, to the extent they are 
subject to ERISA as employee welfare 
benefit plans providing medical care 
(or would be subject to ERISA but for 
the exclusion in ERISA section 4(b), 29 
U.S.C.1003(b), for governmental plans 
or church plans). 

[65 FR 40320, June 29, 2000, as amended at 68 
FR 50856, Aug. 22, 2003; 70 FR 4721, Jan. 28, 
2005; 76 FR 21562, Apr. 15, 2011] 

§ 422.107 Special needs plans and dual- 
eligibles: Contract with State Med-
icaid Agency. 

(a) Definition. For the purpose of this 
section, a contract with a State Med-
icaid agency means a formal written 
agreement between an MA organiza-
tion and the State Medicaid agency 
documenting each entity’s roles and re-
sponsibilities with regard to dual-eligi-
ble individuals. 

(b) General rule. MA organizations 
seeking to offer a special needs plan 
serving beneficiaries eligible for both 
Medicare and Medicaid (dual-eligible) 
must have a contract with the State 
Medicaid agency. The MA organization 
retains responsibility under the con-
tract for providing benefits, or arrang-
ing for benefits to be provided, for indi-
viduals entitled to receive medical as-
sistance under title XIX. Such benefits 
may include long-term care services 
consistent with State policy. 

(c) Minimum contract requirements. At 
a minimum, the contract must docu-
ment— 

(1) The MA organization’s responsi-
bility, including financial obligations, 
to provide or arrange for Medicaid ben-
efits. 

(2) The category(ies) of eligibility for 
dual-eligible beneficiaries to be en-
rolled under the SNP, as described 
under the Statute at sections 1902(a), 
1902(f), 1902(p), and 1905. 

(3) The Medicaid benefits covered 
under the SNP. 

(4) The cost-sharing protections cov-
ered under the SNP. 

(5) The identification and sharing of 
information on Medicaid provider par-
ticipation. 

(6) The verification of enrollee’s eli-
gibility for both Medicare and Med-
icaid. 

(7) The service area covered by the 
SNP. 

(8) The contract period for the SNP. 
(d) Date of Compliance. (1) Effective 

January 1, 2010— 
(i) MA organizations offering a new 

dual-eligible SNP must have a State 
Medicaid agency contract. 

(ii) Existing dual-eligible SNPs that 
do not have a State Medicaid agency 
contract— 

(A) May continue to operate through 
the 2012 contract year provided they 
meet all other statutory and regu-
latory requirements. 

(B) May not expand their service 
areas during contract years 2010 
through 2012. 

(2) [Reserved] 

[73 FR 54248, Sept. 18, 2008, as amended at 76 
FR 21563, Apr. 15, 2011] 

§ 422.108 Medicare secondary payer 
(MSP) procedures. 

(a) Basic rule. CMS does not pay for 
services to the extent that Medicare is 
not the primary payer under section 
1862(b) of the Act and part 411 of this 
chapter. 

(b) Responsibilities of the MA organiza-
tion. The MA organization must, for 
each MA plan— 

(1) Identify payers that are primary 
to Medicare under section 1862(b) of the 
Act and part 411 of this chapter; 

(2) Identify the amounts payable by 
those payers; and 

(3) Coordinate its benefits to Medi-
care enrollees with the benefits of the 
primary payers, including reporting, on 
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an ongoing basis, information obtained 
related to requirements in paragraphs 
(b)(1) and (b)(2) of this section in ac-
cordance with CMS instructions. 

(c) Collecting from other entities. The 
MA organization may bill, or authorize 
a provider to bill, other individuals or 
entities for covered Medicare services 
for which Medicare is not the primary 
payer, as specified in paragraphs (d) 
and (e) of this section. 

(d) Collecting from other insurers or the 
enrollee. If a Medicare enrollee receives 
from an MA organization covered serv-
ices that are also covered under State 
or Federal workers’ compensation, any 
no-fault insurance, or any liability in-
surance policy or plan, including a self- 
insured plan, the MA organization may 
bill, or authorize a provider to bill any 
of the following— 

(1) The insurance carrier, the em-
ployer, or any other entity that is lia-
ble for payment for the services under 
section 1862(b) of the Act and part 411 
of this chapter. 

(2) The Medicare enrollee, to the ex-
tent that he or she has been paid by the 
carrier, employer, or entity for covered 
medical expenses. 

(e) Collecting from group health plans 
(GHPs) and large group health plans 
(LGHPs). An MA organization may bill 
a GHP or LGHP for services it fur-
nishes to a Medicare enrollee who is 
also covered under the GHP or LGHP 
and may bill the Medicare enrollee to 
the extent that he or she has been paid 
by the GHP or LGHP. 

(f) MSP rules and State laws. Con-
sistent with § 422.402 concerning the 
Federal preemption of State law, the 
rules established under this section su-
persede any State laws, regulations, 
contract requirements, or other stand-
ards that would otherwise apply to MA 
plans. A State cannot take away an 
MA organization’s right under Federal 
law and the MSP regulations to bill, or 
to authorize providers and suppliers to 
bill, for services for which Medicare is 
not the primary payer. The MA organi-
zation will exercise the same rights to 
recover from a primary plan, entity, or 
individual that the Secretary exercises 

under the MSP regulations in subparts 
B through D of part 411 of this chapter. 

[63 FR 35077, June 26, 1998, as amended at 65 
FR 40320, June 29, 2000; 70 FR 4721, Jan. 28, 
2005; 75 FR 19805, Apr. 15, 2010] 

§ 422.109 Effect of national coverage 
determinations (NCDs) and legisla-
tive changes in benefits. 

(a) Definitions. The term significant 
cost, as it relates to a particular NCD 
or legislative change in benefits, means 
either of the following: 

(1) The average cost of furnishing a 
single service exceeds a cost threshold 
that— 

(i) For calendar years 1998 and 1999, is 
$100,000; and 

(ii) For calendar year 2000 and subse-
quent calendar years, is the preceding 
year’s dollar threshold adjusted to re-
flect the national per capita growth 
percentage described in § 422.308(a). 

(2) The estimated cost of Medicare 
services furnished as a result of a par-
ticular NCD or legislative change in 
benefits represents at least 0.1 percent 
of the national average per capita 
costs. 

(b) General rule. If CMS determines 
and announces that an individual NCD 
or legislative change in benefits meets 
the criteria for significant cost de-
scribed in paragraph (a) of this section, 
a MA organization is not required to 
assume risk for the costs of that serv-
ice or benefit until the contract year 
for which payments are appropriately 
adjusted to take into account the cost 
of the NCD service or legislative 
change in benefits. If CMS determines 
that an NCD or legislative change in 
benefits does not meet the ‘‘significant 
cost’’ threshold described in § 422.109(a), 
the MA organization is required to pro-
vide coverage for the NCD or legisla-
tive change in benefits and assume risk 
for the costs of that service or benefit 
as of the effective date stated in the 
NCD or specified in the legislation. 

(c) Before payment adjustments become 
effective. Before the contract year that 
payment adjustments that take into 
account the significant cost of the NCD 
service or legislative change in benefits 
become effective, the service or benefit 
is not included in the MA organiza-
tion’s contract with CMS, and is not a 
covered benefit under the contract. The 
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